WEALTY
of .
& e,

&

Food and Drug Administration
Rockville MD 20857

+"'smlc""'w,
C DEPARTMENT OF HEALTH & HUMAN SERVICES

JuN 9 B 2282 W JN11 A9 52

The Honorable Richard F. Colburn

Maryland State Senator
409 James Senate Office Building

Annapolis, Maryland 21401-1991

Dear Senator Colburn:
This is in response to Senator Barbara A. Mikulski's letter of
May 20, 1999, on your behalf, and that of Wheeler R. Baker of
the Maryland House of Delegates and Karen Oertel, owner of
W.H. Harris Seafood, Inc. Senator Mikulski has asked us to
respond directly to you.
You wrote concerning the petition for a performance standard
for Vibrio vulnificus in raw shellfish filed with the Food and
(FDA or the Agency) by the Center for
As you may know, FDA

Drug Administration
Science in the Public Interest.

published a request for comments on this petition in the
Federal Register of January 21, 1999. We have enclosed a copy

for your reference.
You state that "This proposal will impose new, costly and
. . (and)

unnecessary regulations on the shellfish industry.
will have a disastrous effect upon the seafood industry.
We appreciate your

(and) upon the entire State of Maryland."
comments on the petition and we have entered them into the
They will be

Administrative Record for this petition.
reviewed in the Agency's deliberations on this petition.
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Page 2 - The Honorable Richard F. Colburn

We trust this information responds to your concerns. Please
contact us if we may be of further assistance in this matter.

- Sincerely,

el T 0~

{
‘7 Melinda K. Plaisier
Interim Associate Commissioner -

for Legislative Affairs.
Enclosure
cc: Docket Management (Docket No 98P-0504)
The Honorable Barbara A. Mikulski

United States Senate
Washington, D.C. 20510-2003



BARBARA A. MIKULSKI SUITE 709
HART SENATE OFFICE BUILDING
MARYLAND WASHINGTON, DC 20510

{202) 224-4654

ANnited States Senate

WASHINGTON, DC 20510-2003

May 20, 1999

Ms. Diane Thompson

Assoc. Commissioner for Legislative Affs.
Dept. of Health & Human Services

Food and Drug Administration

5600 Fishers Ln., 1555 Parklawn Bldg.
Rockville, Maryland 20857

Dear Diane:

I am writing to request your consideration of the attached
correspondence from Maryland State Senator Richard F. Colburn.
Please respond directly to Mr. Colburn and send a copy to Emily
Gilbert of my staff. If you have any questions, please call Ms.
Gilbert at (202) 224-4654.

Thank you for your assistance.

Sincerely,
Lrdoe X NAG
v

Barbara A. Mikulski
United States Senator

BAM:efg
Enclosure

No. 99- 367%

SUITE 253 SUITE 202 SUITE 208 SUITE 1,BLDG. B
WORLD TRADE CENTER 60 WEST STREET 9658 BALTIMORE AVENUE 94 WEST WASHINGTON STREET 1201 PEMBERTON DRIVE
BALTIMORE, MD 21202-3041 ANNAPOLIS, MD 21401-1933 COLLEGE PARK, MD 20740-1346 HAGERSTOWN, MD 21740-4804 SALISBURY, MD 21801
(410} 962-4510 (410} 263-1805 (301) 345-5517 {301) 797-2826 (410) 546-7711

World Wide Web Home Page: EMail Address:
http://mikulski.senate.gov/ senator@mikulski.senate.gov
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Ricuarp E CoLBURN
STATE SENATOR

37th Legislative District
Caroline County
Dorchester County
Talbot County
Wicomico County

Member

Judicial Proceedings Committee THE SENATE OF MARYLAND

Joint Committee on Administrative, ANNAPOLIS, MARYLAND 2140I1-1991
Executive and Legislative Review L :

Executive Nominations Committee

April 27, 1999

Special Joint Oversight Committee on
Chesapeake Bay Critical Areas

U. S. Senator Barbara A. Mikulski
709 Senate Hart Office Building
Washington, D.C. 20510-2003

Dear Senator Mikulski:

In Rerry Prease Rerer To OFPICE INDICATED

Q  Annapolis Office
409 James Senate Office Building
Annapolis, Maryland 21401-1991
410-841-3590
1-800-492-7122 Ext. 3590

. Q  Mid-Shore Office
PO. Box 1237
Cambridge, Maryland 21613
410-228-1137 - 410-819-3337
Fax 410-376-3737

QO  Wicomico County Office
PO. Box 537
Hebron, Maryland 21830

410-548-3737

I am in receipt of a memorandum and information from a local seafood company
regarding the Food and Drug Administration’s proposal to ban the consumption of raw oysters or
to impose a mandatory post-harvest treatment or pasteurization of fresh oysters intended for raw
consumption. This proposal will impose new, costly and unnecessary regulations on the shellfish

industry.

As you well know, if allowed, this ban will have a disastrous effect upon the seafood
industry, not only on the Eastern Shore, but, upon the entire state of Maryland. The seafood
industry is the third largest industrif in the state with an annual revenue of more than $800
million. Please review the enclosed information and assist our efforts in supporting the seafood

industry.
Thank you for your cooperation.

Sincerely,

-~ )

Richard F. Colburn

Enclosure



WhaeeLER R. BAKER
36¢th Legislative District

Caraoline, Cecil, Kenr, Talbot

and Queen Anne’s Counties

Appropristions Committer

TO:

FROM:

- Arnnapolis Office
: 422 Lowe House Office Building
Annapolis, Maryland 21401-1991
410-841-3189
1-800-492-7122 Ext 3189
E-Mail wheeler_baker@house.state.md.us

District Office
918 Chester River Drive

The Maryland House of Delegates 5", Yozt nestot

Fax 410-827-9688
ANNAPOLIS, MARYLAND 21401-¥991 EoMail wheelar@dro.com

MEMORANDUM

- April 20, 1999

Members of the Eas Shore Delegation

Wheeler R. Bak

FDA Regulations - Consump‘tioxi of Raw Oysters

1 am forwarding a copy of a memo and backup information I have received from

Karen Oertel, owner of W. H. Harris Seafood, Inc. After reviewing the materials Karen has sent, it
appears the FDA is considering banning the consumption of raw oysters.

fves
Enclosure

I would appreciate your thoughts on how we should proceed.
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In Repry Prease Rerer TO OFFICE INDICATED

0O Annapolis Office
409 James Senate Office Building

STATE SENATOR

REDREEEE

37th Legislarive District ’
Caroline County Annapolis, Maryland 21401-1991
Dorchester County 410-841-3590
Talbot County 1-800-492-7122 Fxt. 3590
Wicomico County
— O  Mid-Shore Office
» Member . " PO.Box 1237
Judicial Proceedings Comsmirtee THE SENATE OF MARYLAND Cambridge, Maryland 21613
Joint Committee on Administative, ANNAPOLIS, MARYLAND 2140I-1991 410‘2;3'“37 © 410-819-3337
Executive and Legislative Review ax 410-376-3737
Executive Nominations Committee O Wicomico Coun
i ty Office
Spedial Joint Oversight Committee on April 27, 1999 PO. Box 537
Chesapeake Bay Critical Areas Hebron, Maryland 21830
410-548-3737

Congressman Wayne T. Gilchrest
2245 Rayburn House Office Bldg.
Washington, D.C. 20515

Dear Congtress: Gilc W

1 am in receipt of a memorandum and information from a local seafood company
regarding the Food and Drug Administration’s proposal to ban the consumption of raw oysters or
to impose a mandatory post-harvest treatment or pasteurization of fresh oysters intended for raw
consumption. This proposal will impose new, costly and unnecessary regulations on the shellfish
industry.

As you well know, if allowed, this ban will have a disastrous effect upon the seafood
industry, not only on the Eastern Shore, but, upon the entire state of Maryland. The seafood
’ industry is the third largest industry in the state with an annual revenue of more than $800
million. Please review the enclosed information and assist our efforts in supporting the seafood
industry.

Thank you for your cooperation.

Sincerel

Richard F. Colbum

Enclosure
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April 16, 1999

From: Karen Oertel, Ofﬁcer of W. H Haris Seafood
MEMO: Dslegate Wheeler Baker

Reference:  Petition by CSPY (Cemtar for Science in the Public Interest) petition to FDA w0
establish 3 parformsnce standard for Vibrios in mollusean shellfish.

1 wanted to make you sware of & situstion that could be facing the Maryland Seafood Indusury
The special interest group CSPT has petitioned the FDA 18 rtop the consumption of raw shellfish
in the Southern States. Our immedists concen is that this sate will slso become » part of their
srategy. The FDA has always linked the seafood industry together in the past 1 do not believe
this issus will be any dEfferant. The impact to the seafood industry could be devastating The
FDA is accepting comments until April 21, 1999.

We batieve that the consumer sducation And awatentss CATPaIgE about the ot risk category Which
is those persons who could be susceptibla to liness from Vibrio due to 8 pre-existing condition,
has been effective in greatly reducing ssrious illnessss and deaths. The 1SSC, MS1 and the NF]
will comtinue to support this education to the public but also believes as we do that the censumer
has the right to make a choice to consuma g raw moltuscan product.

For your review [ have attached information concerning the problem , our letter 10 the FDA and
suggested material to be used. The draft resolution is being suggesied for use by legislatorn,
commissioners, and other influential individuals. The petition is for the titizens to have an
opportunity 1o spport the American concept of consumer choice.

1 bope you can consider giving your support to the ssafood industry concerning this issue

Items attached. . W.H Hamis Scafood Inc. letter to FDA.
2. MSI laeter to it"s membership supporting consumer choos.
3. Letter from Gulf Ovster Industry Task Force.
4. Suggested Draft Resolution of legisistors, commissioners, Govemors etc.
5. Petition for Coalition for Coasumer Choice

.02



risk Supporters of thess proposed rules will admit thw 2 fow a8 oaly 15 10 20 people per ysur
oul of & total of risk popaistion of 30 millics ew mupectsd o risk whan consuming a rew oyster
product Qurrently there is inmfcisnt dets supporting & specific leve!

md o link betweea V.v. lovels md illsess md douth The INSC and most State Public Health
bodies belisve thet conmner education is 3¢ ioteiligent, sseamured md spproprists response to
bralth concerns sud fhily sepport coutirusing both the edusation campaigne end I3SC sitharity oo
B9 iswns. We do Dot seed & prrfhrmance stendard ertablishod for slther V.v. or V.p. mnd we will
opposs by svtblisiesect of 2 performence semdurd fr Vibnio Bacteria

Ws sre aiso {gvolved ia o terge satbod restunrmnt md the public desires mad demands » rew
cyster produst Sulee of e reav oywier bave beer high 1beliove ther {f this pasturfzed product is
made mandatery, ealae of e cysier will plunpet. The pastorisnd product is of poer taste and
poor quality ed for & real oyaier ssivr will 5ot be conidersd us tasty.

Conmuser choics is s impartast part of our beritige here in Americs and I beliove e
consumiy hao ©o right ts <hooss M oyrter produet et they heve egioyed fir over 150 years raw-
succislont md delicious. {wye Sie FDA 1o rsject & mandatory post-harvest trentment recuirement
for all oysters. T is umecsseary md deprives the peblic of consumer choices.

Sincerely,

{on~ ﬁ(tg \Qéu‘._‘,.

W Jury Harvie
providens

.03
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Dockets Management Branch

HFA-305

Food mad Drug Administration
~ 35630 Fishers Lane

Room 1061

Rockville, MD 20852

Reforsnce - Post Hurvest Theatrovaz of Molluscan Shelifish.

The Molluscan Sheilfish bas long been 3 product of the United Sextes und other countries md
bas besw barverted for coamanption by the public for ot least 1350 ysars. Ths oywtser is coznamed ia
various maners, but bas siways beeo desirsd s o Rew Bar product sad exjoyed by the public co
the half sheil, raw.

Mnhmuqmum are offorts by a special indersit group, e Center
for Scionce is e Publis luterest (CEPT) to scourngs & mmdatory post-hervest treatment or
pastmrization of fresh oysters iatended for ruw consumption.. A reguistics of this saturs will
fwpass gew, coutly and ummeeeneary regulntions os the shelifish industry in geoeral. More
importatly, it will siso taie sway e consamrs choice betwoen e regulerly conmmed Sesh
wumuuununhwmmmuwwh quality, bste
-dmuflum

Our firm W.HL Rarviv Seafdod has bese is Be processing induswy for 32 yeare. We ofier the
public & sadb, deliclovs md natiral Rusw Bar product As o participant in this industry, we have
warked clesely with the States, (133C) Interstats ShellSek Sanitaiion Confervace, e (MS])
Molluscan Shellfleh ustitute, the (NY) Nuticoni Fisherivs Institme wmd s (PDA) U.S. Pood and
Drug Administration to developing md initinting 8 cummpaign of consumer education md ewareness
wout ths “w il category which could be mmesptible o iflnoss Srom (V.v.) V. Vulaifleus and
(V.p.) Vidrio Parsbssmeoiyticns fom iheltfiak. Roewalts bave deen sxcellent sad heve gremly
reduced sorious ilizesees wd deaths by alwting those Wit pre-sxisting conditions of possible




